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Disposal of products

policy

Disposal of therapeutic products must be authorised by the (Insert manufacturer’s name) Medical Director, in consultation with the recipient’s medical practitioner (where appropriate).

Disposal of cellular therapy products is in accordance with the pre-collection written agreement (e.g. the donor consent) that defined the length of storage and the circumstances for disposal. Authorisation by the recipient’s treating medical practitioner is still required for disposal at the end of the defined length of storage. The treating medical practitioner may request transfer of the product to an alternate facility for the patient’s treatment. If no pre-existing agreement is recorded, or if the patient is lost to follow-up, the (Insert manufacturer’s name) Medical Director will communicate with the recipient’s medical practitioner regarding the continued need for storage.
Disposal of products obtained through a donor registry is in accordance with mutually agreed conditions.

Products authorised for disposal may be used for process/manufacturing validation at (Insert manufacturer’s name) or for scientific research approved by the appropriate Ethics Committee, if donor consent has been recorded.

Cryopreserved products authorised for disposal are to be removed from the holding tank or storage tank as soon as practical. 
Responsibilities

(Insert manufacturer’s name)  Medical Director is responsible for authorising product disposal.

(Insert manufacturer’s name)  Facility Director (Production Manager) is responsible for ensuring that correct authorisation has been obtained and that the products are disposed of in accordance with patient consent and this procedure.

disposal criteria

· Patient is deceased. Notification that the patient has deceased may be received from the clinical program or the information obtained from (Insert patient data software application). 
Authorisation by the treating medical practitioner is required.

· Product is no longer required for patient treatment. 
Authorisation by the treating medical practitioner is required.

· Product is damaged, has expired or failed to meet Acceptance or Release Criteria. 

procedure

1. Written authorisation for disposal must be completed.

2. Identify storage location of product for disposal. 

3. Product identification label must be checked by two operators.  

4. Remove product from storage location.

5. De-identify the product.

6. Products to be discarded: 

Place in medical waste or transfer to (Insert medical waste disposal facility) for disposal in accordance with approved procedures for human tissue (heart valves only).

7. Products to be used for process validation or approved scientific research: 

Transfer to the appropriate storage location. 

8. Locate the product’s test samples. 

9. Remove any test samples from storage and discard as medical waste or relocate if still required.

10. Update storage inventories.

11. Complete the Disposal Form.

records

The identity of the disposed product and the date and disposition or method of disposal are recorded on the Disposal Form, which is stored in the (Insert manufacturer’s name) donor/patient record.

Disposal of cryopreserved products is recorded on the Cryo Inventory.

Forms

Disposal Form FORM53
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